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Remarks 

Claims 1-30, 33-35, and 54-59 are pending upon entry of the foregoing amendments. 
Drawings 

Replacement (formal) drawings are provided to comply with the requirements of 37 
C.F.R. § 1 .84, replacing the informal original drawings. No new matter has been added. 
Amendments to the Claims 

Claim 1 has been amended to specify that the implantable drug delivery module further 
includes a plurality of discrete reservoir caps separating the release system from an environment 
outside of the reservoirs and a means for disintegrating one or more of the reservoir caps by 
electrothermal ablation. Support for this amendment is found in the specification at least at page 
19, line 15 to page 20, line 1; and page 21, line 30 to page 22, line 19. 

Claims 5-8, 1 1-13, 16, 17, and 20-23 have been amended to (i) clarify that the claims are 
device claims not method claims, (ii) more clearly claim specific drugs rather than the effect of a 
drug untethered to an element of a claim, and (iii) correct the antecedent basis of claims. 

Claims 3 1 -32 and 36-53 have been cancelled without prejudice. 

New claims 54-59 have been added. Support for this amendment is found in the 
specification at least at page 19, line 15 to page 20, line 1; page 16, line 26 to page 17, line 26; 
page 21, line 30 to page 22, line 19; and pages 24-26. 
Restriction Requirement 

The Office Action divided claims 1-53 into four groups; Group I, claims 1-35, drawn to 

medical devices for drug delivery; Group II, claims 36-43, drawn to medical devices for delivery 

of a drug formulation comprising a natriuretic peptide; Group III, claims 44-47, drawn to 
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methods for drug delivery; and Group IV, claims 48-53, drawn to a method for drug deliver)'. 
Applicants confirm the provisional election, with traverse, to prosecute Group I, claims 1-35. 
Obviousness-Type Doable Patenting Rejection 

Claims 1-22 were provisionally rejected under the doctrine of obviousness-type double 
patenting in view of claims 1-35 of co-pending U.S. Patent Application No. 10/679,763 by 
Yomtov et al. (hereinafter "Yomtov"). As this rejection is merely provisional, applicants defer a 
full response, which may include the filing of a terminal disclaimer, until such time that a proper 
obviousness-type double patenting rejection has been made. Nevertheless, it is submitted that 
the claims of Yomtov, which are directed to neural tissue stimulation and drug delivery, do not 
suggest the claims of the present application which are directed to cardiac care by drug delivery 
and monitoring or stimulation of cardiac tissues. The therapeutic approaches and diseases to be 
treaied are both different; one does not suggest the other. 
Rejections Under 35 U.S.C $ 112 

Claims 5-8, 11-13, 16 and 20-21 were rejected under 35 U.S.C. § 112, second paragraph, 
as indefinite. The rejections are respectfully traversed if applied to the claims as amended. It is 
believed that the amended claims are clear and definite and that the rejection is now therefore 
moot. 

Rejections Under 35 U.S.C. $ 102 

Claims 1-1 1, 13-14, and 16-34 were rejected under 35 U.S.C. 102(e) as anticipated by 
U.S. Patent Publication 2002/0072784 by Sheppard Jr., et al. (hereinafter "Sheppard"). Claims 
1-11, 13-29, and 33-34 were rejected under 35 U.S.C. 102(b) as anticipated by U.S. Patent No. 
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6, 1 1 2, 1 1 6 to Fischell et aL (hereinafter "FischelT). The rejections are respectfully traversed if 
applied to the claims as amended. 
The Claimed Devices 

Applicants' claims are directed to implantable devices which have reservoirs in which 
drugs or sensors are stored, wherein the reservoirs are closed off from an external environment 
by reservoir caps which can be controllably disintegrated to release the drug or expose the sensor 
when needed. As claimed, this reservoir opening occurs with the use of a specific technique: 
electrothermal ablation . In electrothermal ablation, a reservoir cap covering a reservoir opening 
is ruptured or disintegrated in a manner analogous to the failure of a conventional electrical fuse. 
That is, sufficient electrical current is passed directly through the reservoir cap to cause it to heat 
and rupture. 

Sheppard 

Sheppard discloses devices for wirelessly powering and communicating with a multi- 
reservoir devices for controlled exposure or release of reservoir contents. However, Sheppard 
does not disclose or remotely suggest a device which uses electrothermal ablation. For example, 
nothing in Sheppard discloses or remotely suggests a device having a pair of conducting leads 
connected to and from each reservoir cap and a controller for selectively delivering an electric 
current through the reservoir cap effective to heat and rupture the reservoir cap. Applicants' 
claims therefore are clearly patentable over Sheppard. 

Fischell 

Fischell discloses a myocardial infarction treatment system that includes a medication 
release device having a case and medication reservoirs formed within the case by thin-walled 
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metal bellows. The chamber in the case contains a pressurized inert gas which causes the 
medications to be quickly released when an outlet valve is opened. Fischell clearly fails, 
however, to disclose or remotely suggest a device that utilizes electrothermal ablation to 
disintegrate a reservoir cap to release or expose a drug contained in a reservoir. Applicants' 
claims therefore are clearly patentable over Fischell 
Rejections Under 35 U,S,C. S 103 

Claim 1 5 was rejected under 35 US.C. § 1 03(a) as obvious over Sheppard in view of 
Fischell. Claim 35 was rejected under 35 U.S.C. § 1 03(a) as obvious over Sheppard in view of 
U. S. Patent 6,726,920 to Theeuwes et al. (hereinafter "Theeuwes")* Claim 35 also was rejected 
under 35 ILS.C § 103(a) as obvious over Fischell in view of Theeuwes. The rejections are 
respectfully traversed. 

As discussed above, neither Fischell nor Sheppard discloses a device that uses 
electrothermal ablation of a reservoir cap to control opening of a reservoir. Nothing in 
Theeuwes remotely can be construed to supplement this deficiency. Applicants' claims are 
clearly patentable over any combination of these references. 
Conclusions 

In view of the foregoing amendments and remarks, Applicants submit that the claims as 
amended are clear, definite, and novel and non-obvious over the prior art of record. Prompt 
allowance of each of the pending claims is therefore respectfully solicited. 
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The undersigned kindly invites the Examiner to contact him by telephone (404.853. 
if any outstanding issues can be resolved by conference or examinees amendment. 



Date: March 22, 2006 

SUTHERLAND ASBILL & BRENNAN LLP 
999 Peachtree Street, NE 
Atlanta, Georgia 30309-3996 
(404) 853-8068 
(404) 853-8806 (fax) 



Respectfully submitted^ 
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